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INFORMATION DISCLOSURE STATEMENT 



Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 



Sir: 



Applicants respectfully request that the following be considered and made record, as 
well as the documents listed on the accompanying PTO Form 1449. 

A research study was initiated on April 17, 1997 in the United States in which 
patients were administered capsules of the formulations of Exhibits A, B or C. Copies of the 
formulation Exhibits A, B and C and the informed consent form for the study (Exhibit 1) are 
submitted herewith for the Examiner's consideration. 

A research study was initiated on October 21, 1997 in the United States in which 
patients were administered tablets of the formulations of Exhibits D or E or capsules of 
formulation of Exhibit C. Copies of the formulation Exhibits C, D and E and the informed 
consent for the study (Exhibit 2) are submitted herewith for the Examiner's consideration. 

A research study was initiated on November 5, 1998 in the United States in which 
patients were administered tablets of formulations of Exhibits D, F, G or H. Copies of the 
formulation Exhibits D, F, G and H and the informed consent for the study (Exhibit 3) are 
submitted herewith for the Examiner's consideration. 

A research study was initiated on April 20, 1999 in the United States in which 
patients were administered tablets of the formulation of Exhibit D, optionally in 
coadministration with digoxin. Copies of the formulation Exhibit D and the informed consent 
for the study (Exhibit 4) are submitted herewith for the Examiner's consideration. 

A research study was initiated on August 27, 1999 in the United States in which 
patients were administered tablets of the formulation of Exhibit D optionally in 
coadministration with Gemfibrozil 600mg tablets. Copies of the formulation Exhibit D and 
the informed consent for the study (Exhibit 5) are submitted herewith for the Examiner's 
consideration. 

In the Informed Consents accompanying the above research studies, Schering's 
active pharmaceutical ingredient, i.e., ezetimibe, was identified as "SCH 58235" and as an 
"experimental drug which inhibits the absorption of cholesterol". It was not identified by its 
chemical name, generic name or by its chemical formula. 

The Commissioner is authorized to charge Deposit Account No. 19-0365 for any 
additional fees deemed necessary for consideration and entry of this Information Disclosure 
Statement into the file record. 
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Pursuant to Rule 56, it is requested that the documents listed on the accompanying 
PTO-1449 Form be considered and made of record in the above-identified patent 
application. Copy(ies) of these references are attached □ were filed in related 
application U.S. Serial No(s) filed , respectively. 

(b) No fee is believed due because: 

□ This Information Disclosure Statement is being filed within three (3) 
months of the filing date of the application. 

□ This Information Disclosure Statement is being concurrently filed with 
the above-identified application. 

□ This Information Disclosure Statement is being concurrently filed with 
a Request for Continued Examination (RCE). 

^ This Information Disclosure Statement is being filed prior to the 
mailing of a first Office Action on the merits. 

(c) □ This Information Disclosure Statement is being filed before the mailing 

date of any final action, notice of allowance or an action that otherwise 
closes prosecution; and 

□ Each item of information contained in this Information 
Disclosure Statement was first cited in a communication from a 
foreign patent office in a counterpart foreign application not 
more than three months prior to the filing of this Information 
Disclosure Statement; or 

□ No item of information contained in this Information Disclosure 
Statement was cited in a communication from a foreign patent 
office in a counterpart foreign application, and, to the 
knowledge of the undersigned after making reasonable inquiry, 
no item of information contained in this Information Disclosure 
Statement was known to any individual designated in § 1 .56(c) 
more than three months prior to the filing of this Information 
Disclosure Statement; or 

□ The Commissioner is hereby authorized to charge the requisite 
fee listed on the attached Fee Transmittal Sheet. 

(d) □ This Information Disclosure Statement is being filed on or before the 

payment of the issue fee; and 

□ Each item of information contained in this Information 
Disclosure Statement was first cited in a communication from a 
foreign patent office in a counterpart foreign application not 
more than three months prior to the filing of this Information 
Disclosure Statement; or 

□ No item of information contained in this Information Disclosure 
Statement was cited in a communication from a foreign patent 
office in a counterpart foreign application, and, to the 
knowledge of the undersigned after making reasonable inquiry, 
no item of information contained in this Information Disclosure 
Statement was known to any individual designated in § 1 .56(c) 
more than three months prior to the filing of this Information 
Disclosure Statement; and 

□ The Commissioner is hereby authorized to charge the requisite 
fee listed on the attached Fee Transmittal Sheet. 
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^ The Commissioner is hereby authorized to charge any additional fees which may be 
required for this Information Disclosure Statement, or credit any overpayment to 
Deposit Account No. 19-0395 , Patent Case No. CV06038US01 . 



Respectfully submitted, 
Schering-Plough Corporation 



Dated: September 23, 2004 

Schering-Plough Corporation 
Patent Department, K-6-1 , 1 990 
2000 Galloping Hill Road 
Kenilworth, NJ 07033-0530 
Facsimile No.: (908) 298-5388 



By: 




Name: Ann M. Cannoni 
Reg. No.: 35,972 
Attorney of Record 

Telephone No.: (908) 298-5024 
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